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1 . This international preliminary report on patentability (Chapter I) is issued by the International Bureau on behalf of the 
International Searching Authority under Rule 44 bis. 1 (a). 

2. This REPORT consists of a total of 8 sheets, including this cover sheet. 

In the attached sheets, any reference to the written opinion of the International Searching Authority should be read as a reference 
to the international preliminary report on patentability (Chapter I) instead. 



3. This report contains indications relating to the following items: 



Box No. I 



Basis of the report 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability 

Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 



The International Bureau will communicate this report to designated Offices in accordance with Rules 44to.3 (c) and I 93** 1 but 
not! except when, the applicant makes an express request under Article 23(2), before the expiradon of 30 months from the priority 
date (Rule 4Abis .2). 
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Box No. HI 
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1 . This opinion contains indications relating to the following items: 

Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty, Inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Rule 436/s.l (a)(i) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the International application 

Certain observations on the international application 

2. FURTHER ACTION 

If a demand for international preliminary examination is made, this opinion will usually be considered to be a 
written opinion of the International Preliminary Examining Authority ("IPEA"). However, this does not apply where 
the applicant chooses an Authority other than this one to be the IPEA and the chosen IPEA has notifed the 
International Bureau under Rule 66.1b/s(b) that written opinions of this International Searching Authority 
will not be so considered. 

If this opinion is, as provided above, considered to be a written opinion of the IPEA, the applicant is invited to 
submit to the IPEA a written reply together, where appropriate, with amendments, before the expiration of three 
months from the date of mailing of Form PCT/ISA£20 or before the expiration of 22 months from the priority date, 
whichever expires later. 

For further options, see Form PCT/lSA/220. 

3. For further details, see notes to Form PCT/lSA/220. 
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International application No. 
PCT/EP2004/014160 



Box No. I Basis of the opinion 



1 . With regard to the language, this opinion has been established on the basis of the international application in 
the language in which it was filed, unless otherwise indicated under this item. 

□ This opinion has been established on the basis of a translation from the original language into the following 
language , which is the language of a translation furnished for the purposes of international search 
(under Rules 12.3 and 23.1(b)). 

2. With regard to any nucleotide and/or amino acid sequence disclosed in the international application and 
necessary to the claimed invention, this opinion has been established on the basis of: 

a. type of material: 

S a sequence listing 

□ table(s) related to the sequence listing 

b. format of material: 

B in written format 

El in computer readable form 

c. time of filingrturnishing: 

contained in the international application as filed. 
S filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority for the purposes of search. 

3 □ in addition, in the case that more than one version or copy of a sequence listing andtor table relating thereto 
has been filed or furnished, the required statements that the Information in ttie subsequent or . additional 
copies is identical to that in the application as filed or does not go beyond the application as filed, as 
appropriate, were furnished. 

4. Additional comments: 
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International application No. 
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Box No. HI Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability 

The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non 
obvious), or to be industrially applicable have not been examined in respect of: 

□ the entire international application, 

El claims Nos. 29,30 (as to IA) 



B the said international application, or the said claims Nos. 29,30 (as to IA) relate to the following subject 
matter which does not require an international preliminary examination (specify): 

see separate sheet 

□ the description, claims or drawings (indicate particular elements below) or said claims Nos. are so 
unclear that no meaningful opinion could be formed (specify): 

□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. 

□ no international search report has been established for the whole application or for said claims Nos. 

□ the nucleotide andybr amino acid sequence listing does not comply with the standard provided for in Annex 
C of the Administrative Instructions in that: 

the written form □ has not been furnished 

□ does not comply with the standard 

the computer readable form □ has not been furnished 



□ the tables related to the nucleotide andybr amino acid sequence listing, if in computer readable form only, do 
not comply with the technical requirements provided for in Annex G-bisol the Administrative Instructions. 

□ See separate sheet for further details 



because: 



□ 



does not comply with the standard 
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Box No. V Reasoned statement under Rule 43&/S.1 (a)(1) with regard to novelty, Inventive step or 
industrial applicability; citations and explanations supporting such statement 



1. Statement 



Novelty (N) 


Yes: 


Claims 




No: 


Claims 


Inventive step (IS) 


Yes: 


Claims 




No: 


Claims 


Industrial applicability (IA) 


Yes: 


Claims 




No: 


Claims 



1-36 
1-36 

1-28,31-36 



2. Citations and explanations 
see separate sheet 



Box No. VIII Certain observations on the international application 



The following observations on the clarity of the claims, description, and drawings or on the question whether the 
claims are fully supported by the description, are made: 

see separate sheet 



Form PCT/1SA/237 (January 2004) 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING 
AUTHORITY (SEPARATE SHEET) 

Re Item III 

Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability 

Claims 29 and 30 relate to subject-matter considered by this Authority to be covered by the 
provisions of Rule 67.1 (iv) PCT. Consequently, no opinion will be formulated with respect 
to the industrial applicability of the subject-matter of these claims (Article 34(4)(a)(l) PCT). 

Re Item V 

Reasoned statement with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

Reference is made to the following documents: 

D1 : WO 01/93804 A (MERCK & CO., INC; CONLEY, ANTHONY, J; MCKENNA, PHILIP, 

M; PRZYSIECKI,) 13 December 2001 (2001-12-13) 
D2: US-A-5 763 574 (CONLEY ET AL) 9 June 1 998 (1 998-06-09) 
D3: GB-A-2 271 995 (MERCK & CO INC) 4 May 1 994 (1 994-05-04) 



International application No. 
PCT/EP2004/014160 



Novelty 

The present application does not meet the criteria of Article 33(1 ) PCT, because the 
subject-matter of claims 1 and 24 is not new in the sense of Article 33(2) PCT. 

The document D1 discloses (the references in parentheses applying to this document) 
immunogenic HCV conjugates, wherein the carrier is preferably OMPC and wherein the 
HCV peptide contains non-naturally occurring sequences. The conjugates are useful for 
inducing an immune response in a subject (see SEQ ID NOS: 1-23, pages 2-10, and the 
claims). 

Therefore, subject-matter of claims 1 and 24 does not meet the requirements of Article 
33(2) PCT. 
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WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING 
AUTHORITY (SEPARATE SHEET) 



International application No. 
PCT/EP2004/014160 



The document D2 discloses (the references in parentheses applying to this document) 
immunogenic conjugates comprising HIV Selected Principal Neutralization epitopes 
(SPNE) and an OMPC carrier. The SNPE may contain structural modifications, resulting in 
non-naturally occurring sequences. The conjugates are useful for inducing an immune 
response in a subject (see Table A, columns 2-7, Examples 11-13 and the claims). 
Therefore, subject-matter of claims 1 and 24 does not meet the requirements of Article 
33(2) PCT. 

The document D3 discloses (the references in parentheses applying to this document) 
immunogenic HIV conjugates, wherein the carrier is preferably OMPC and wherein the HIV 
peptide is modified, e.g. bomoacetylated or maleimidated. The conjugates are useful for 
inducing an immune response in a subject (see pages 8,9 and the claims). 
Therefore, subject-matter of claims 1 and 24 does not meet the requirements of Article 
33(2) PCT. 



The same reasoning applies, mutatis mutandis, to the subject-matter of the corresponding 
independent claims 23,28,29,31 , and 36 which therefore are also considered not new. 

Dependent claims 2-22,25-27,30 and 32-35 do not contain any features which, in 
combination with the features of any claim to which they refer, meet the requirements of 
the PCT in respect of novelty and/or inventive step, see documents D1 to D3 and the 
corresponding passages cited in the search report. 



Industrial applicability 

For the assessment of the present claims 29 and 30 on the question whether they are 
industrially applicable, no unified criteria exist in the PCT Contracting States. The 
patentability can also be dependent upon the formulation of the claims. The EPO, for 
example, does not recognize as industrially applicable the subject-matter of claims to the 
use of a compound in medical treatment, but may allow, however, claims to a known com- 
pound for first use in medical treatment and the use of such a compound for the 
manufacture of a medicament for a new medical treatment. 
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International application No. 
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Re Item VIII 

Certain observations on the international application 

Claims 1 and 31 do not meet the requirements of Article 6 PCT in that the matter for which 
protection is sought is not clearly defined. The claims attempt to define the subject-matter 
in terms of the result to be achieved, i.e. an increase of the peptide load and/or of the 
solubility of the conjugate, which merely amounts to a statement of the underlying problem, 
without providing the technical features (i.e. the specific modifications) necessary for 
achieving this result. 

Although claims 1 ,31 and 36 have been drafted as separate independent claims, they 
appear to relate effectively to the same subject-matter and to differ from each other only 
with regard to the definition of the subject-matter for which protection is sought and in 
respect of the terminology used for the features of that subject-matter. The 
aforementioned claims therefore lack conciseness and as such do not meet the 
requirements of Article 6 PCT. 

It is clear from the description on page 2 and all examples that the following feature is 
essential to the definition of the invention: "conjugating of the second pept.de to an OMPC 
Since independent claims 31 and 36 do not contain this feature they do 
requirement following from Article 6 PCT taken in combination with Rule 6.3(b) PCT that 
any independent claim must contain all the technical features essential to the definition of 
the invention. 

The term "favourable range" used in claims 1 , 31 and 36 is vague and unclear and leaves 
the reader in doubt as to the meaning of the technical feature to which it refers, thereby 
rendering the definition of the subject-matter of said claims unclear, Article 6 PCT. 

It is unclear in the sense of Article 6 PCT what the semicolon between "modification" and 
"wherein" stands for in claims 1 and 24, thereby rendering the definition of the subject- 
matter of said claim unclear. 
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